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Fime: 5 Hours Total Marks: 75

Note: 1. Attempt all Secuons, 1f require any nussing data. then choose suitably.
SECTION A

. Attenspt aff questions in bricf, Wx2=20

#. | How does sell-cmulsilying diug dehivery works?

- ————— e -

~ | Sumumarize the abjecuves of sereening of drug-excipient compatibility.

=

Which type of provess validation is tarely used?

iy
d. | List two objectives of pharmanceutical validation.

i ¢, Why budyet and cost control '.1r_|:-?npc;nanl' for pharmaceutical companies?

I | Classity various sales forecasting technigues.

. | What is ¢jection force in tablet compression?

. h, { How is compaction different from compression?

i. | Give the formula for standord l:llc\.'mlal.

N “What is the relevance of [1 and 2 factor in drug dissolution studies?

SECTIONB - B

2. Attempt any hvo parts of the following: 2x10=20

1. | In a preclinical sllldm:}s_ucnlcd with rwo antihypertensive experimental drugs
and a control drug, with 12 animals rapdomly assigned to the three groups. four per |
sroup, One animal died from a nondrug related causc and was lost to the expenment
The results (change in blood pressurc from baseline) nre shown in table below. Ar&the
rreatment means different, or do the observed difference merely reflect the inherent
variation of the animal response to such treatments? Assume that vanances within cach
aroup are equal. and that the data are independent and normally distributed. I

Table: Change of blood pressure in pre-clinical study companson Two drugs and

contral.

Drug | - Drug 2 ) - l Control o
_ - [ —
15 . 8 '
e _ - - : . I

N 14 16
T B BT ' ' )
1 6 ' 1 ) T

['he cutot? peint for sipmificatce at the 3% level Tor Frs 15 416,

b, | llustrate the procedure to optimize process parameters using lactonal design and |
simplex latuce

c. ' Nlustrate the compaction profiles using relevant graphs and Equmums?séd o interpret :
. the nature of tablet excipient and APL i tablet compression studies.
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b Attemptany flve v of the followis T¥5=1

] b1 Dtchen of tublets were propued w1 ¢ i /

waw determine o inlomly selegted 1ab <t wil
A ASSOATAN AL 4008 W s 20
T 2und 8Tl whethor here - dit
| e bulated ot $% Level with 12 i 2

Vi i
I

I Demonseate the prediction of dhell Tife n. | - kine
televant eutions and plot,

i eents Aor 1 Dissolution
the follu sy results, Disinteprants
T disintepran, B 3K.4732.39,32.30. 41
I eiee i dvastaation dala s significant,

lies of stability lcﬁliug_usmg'

C Compare prospective md retrospective vi dition 1 conte

K1 Lo the sitwanons 1n which
hey are upplied

- Explam canent good manulisloring practi ¢ for linshed pharmaceuticals,

ll

istrate e process o validite eosted and uncoated ablet dosage form using
L approprete cotienl provess parpelers

| l ['I\p!.uu sy 1OM wapplied i pharmacene illdil!i-lry. _

oy Demonstrate thy tole of dilferential scamnng calorimetry for the screening of drug-
|| | excptent compatibility using industry reles st case studics,
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